Financial Conflicts of Interest Among Oncologist Authors of Reports of Clinical Drug Trials
In medical research, a financial conflict of interest (FCOI) may affect the conduct and reporting of clinical trials. 1 The presence of FCOIs in clinical trials of oncology drugs that receive US Food and Drug Administration (FDA) approval is of particular concern, because these trials may change the trajectory of cancer care. These trials also generate highimpact factor publications, prestige for authors, revenue for the pharmaceutical companies, and newsworthy headlines. The primary objective of this investigation was to quantify the prevalence and magnitude of industry-oncologist financial relationships in trials of oncology drugs that received FDA approval. The secondary objective was to identify the proportion of undisclosed FCOIs among oncologist authors.
Methods | We searched the FDA Hematology/Oncology (Cancer) Approvals & Safety Notifications website from August 26, 2017, to August 31, 2017, for oncology drugs approved from January 1, 2016, to August 31, 2017. 2 We extracted clinical trial registry numbers from the FDA approval or the corresponding pharmaceutical company press release and matched the registry number with a published trial. We then extracted industry payments data for each US-based oncologist author from the Open Payments Database. Only payments received during the conduct of the trial from the trial sponsor were considered. We considered the financial relationship to extend from the trial registration date to the publication of the trial. We cross-referenced Open Payments data with the disclosure statements from published clinical trials. Trial registry numbers were taken from the FDA approval or the pharmaceutical company press release, and that registry number was used to identify the published trial. If the registry did not have a link to the published trial, we searched PubMed using the registry number or keywords (a combination of the registry number, intervention drug, and disease or condition for the trial). The search was limited to trials because FDA approvals are based on clinical trials. This study did not involve human subjects and was not subject to institutional review board approval.
The 4 categories of payments were general (personal payments, eg, speaking fees and travel reimbursement), research (eg, fees for enrolling patients and for study coordination), associated research (eg, grants), and ownership (eg, stock). We excluded food payments from the general category and did not encounter any ownership payments. Any disputed payments were subtracted from the oncologist author's total payments.
Results | We identified 1007 authors, of whom 344 oncologist authors from 43 published trials were included in the study. A total of 263 oncologist-authors (76.5%) received at least 1 industry payment. The excluded authors were either not from the United States, not a physician, or not an oncologist. The median value of general payments to the 344 oncologist authors was $2828 (interquartile range [IQR], $0-$19 628), and the median value of associated research payments was $164 644 (IQR, $0-$551 926). Compared with the other categories, research payments were uncommon. Cumulatively, the 344 oncologist authors received a total of $216 627 353. Overall, 110 oncologist authors (32%) did not fully disclose their payments from the trial sponsor. The Table shows total Discussion | Our study found that financial relationships between oncologist authors and the pharmaceutical industry may be common, expensive, and frequently undisclosed. Onethird of oncologist authors failed to completely disclose payments from the sponsor of the published clinical trial. Onequarter of oncologist authors did not receive any payments, which indicates that abstaining from industry payments during a clinical trial is possible.
Historically, opinions regarding FCOIs in medical research have differed. Most parties would agree that the relationship between the pharmaceutical industry and physicians has benefited patients with cancer through the development of drugs that improve survival and quality of life. However, there is widespread concern that the pharmaceutical industry's role in medical practice unduly influences professional behavior and judgement. 3, 4 In clinical trials of FDA-approved oncology drugs, bias, either real or potential, is more concerning because these oncology drugs are often associated with marginal improvement in survival 5 but exorbitant costs. 6 Our study is limited by the scope of our analysis, which spans only 20 months, and our findings may not be generalizable to all oncologist authors of other clinical trials. Furthermore, the authors included in our sample published clinical trials that investigated novel drugs or drugs for novel indications, which may indicate that the oncologist authors included in our study have closer ties to industry sponsors than do other authors. These findings suggest that Open Payments data may be used to ensure complete disclosure of industry payments to oncologist authors. 
